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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply writhin the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)'S Responsive to conamunication(s) filed on 10 December 2002 . 
2a)|EI This action is FINAL. 2b)n This action is non-final. 

3) 0 Since this application is in condition for allowance except for fonnal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) S Claim(s) 1-19 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) ^ Claim(s) 1-19 is/are rejected. 
?)□ Clalm(s) Is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) [I] The drawing(s) filed on is/are: a)n accepted or bO objected to by the Examiner. 

Applicant may not request that any objection to the drawlng(s) be held In abeyance. See 37 CFR 1.85(a). 

1 1) 0 The proposed drawing correction filed on is: a)n approved b)n disapproved by the Examiner. 

If approved, corrected drawings are required In reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) 0 Acknowledgment is made of a claim for foreign priority under 36 U.S.C. § 1 19(a)-(d) or (0- 

aQAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) D Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) n Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 
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DETAILED ACTION 

The amendment filed 12/10/02 has been entered. 

Response to Arguments 

The rejection of claim 14 under 35 USC 1 12, second paragraph, is withdrawn in view of 
the amendment to the claim. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claim Rejections - 35 USC §101/112, First Paragraph 

Claims 1-19 remain rejected under 35 U.S. C. 101 because the claimed invention is not 
supported by either a substantial and specific asserted utility or a well established utility for the 
reasons set forth in the previous Office action (paper #12, pages 2-3). 

Claims 1-19 remain also rejected under 35 U.S.C. 1 12, first paragraph. Specifically, 
since the claimed invention is not supported by either a specific asserted utility or a well 
established utility for the reasons set forth above, one skilled in the art clearly would not know 
how to use the claimed invention (paper #12, pages 2-3). 

Applicants argue that Zcytorl 1 maps to the lp35.2 to 35. 1 region of chromosome Ip, and 
that this region is frequently involved in visible deletions or loss of heterozygosity in tumors 
derived from neural crest cells. Therefore, it is argued, the Zcytorl J DNA hybridizes near a 
disease-associated gene and has utility. The argument has been fully considered, but is not 
persuasive. There is no mutation in Zcytorl I associated with a disease, nor is the gene linked to 
a disease-associated gene such that detection of Zcytorl J in an individual provides direct 
information about whether that individual has a particular disease (e.g., neuroblastoma or 
melanoma). (See also paper #5, middle of page 3, and paper #9, middle of page 3.) As a result, 
the DNA does not support a specific utility as a chromosomal marker. Additionally, because any 
naturally occurring human DNA can be used as a chromosomal marker, the general utility of a 
chromosomal tag is not specific. (See also paper #9, paragraph bridging pages 3-4.) 
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Applicants argue that because Zcytor 1 1 is expressed in pancreas, colon, small intestine 
and thymus, antibodies made to Zcytor 1 1 can be used to identify or separate these tissues and 
Zcytor 1 1 is not expressed in ail tissues, the polypeptide has a specific, substantial, real world 
and well established utility. The argument has been fully considered, but is not persuasive. 
Many proteins are expressed in the tissues in which Zcytor 1 1 has been found, so the use of 
antibodies against Zcytor 1 1 for tissue recognition is not specific. Because it is not know if cells 
expressing Zcytor 1 1 are unique in terms of disease association, the expression of the protein by 
a cell or identification or isolation of such a cell does not provide a substantial or specific utility. 
As to the argument that a surgeon could use the antibody to determine if all of a specific kind of 
tissue was excised, it does not appear to be a practical or real world utility. Zcytor 1 1 is 
expressed in organs and intestine. Use of antibodies to determine complete excision of those 
organs/tissues is not recognized in the art. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 . 136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.13 6(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Claire M. Kaufman, whose telephone number is (703) 305-5791. 
Dr. Kaufman can generally be reached Monday through Thursday from 8:30AM to 12:30PM. 
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Art Unit: 1646 

If attempts to reach the examiner by telephone are unsuccessful; the examiner's 
supervisor, Yvonne Eyler, can be reached at (703) 308-6564. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group receptionist whose telephone number is (703) 308-0196. 



Official papers filed by fax should be directed to (703) 308-4242. Faxed draft or 
informal communications with the examiner should be directed to (703) 308-0294. NOTE: If 



applicant or applicant's representative. NO DUPLICATE COPIES SHOULD BE SUBMITTED 
so as to avoid the processing of duplicate papers in the Office. Please advise the examiner at the 
telephone number above before facsimile transmission. 



applicant does submit a paper by fax, the original signed copy should be retained by the 



Patent Examiner, Art Unit 1646 
February 25, 2003 



Claire M. Kaufman, Ph.D. 





